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Profile overview

« 19 years of experience in the pharmaceutical industry (8 years in pharma
companies and 11 years in CROS)

« PharmD degree - University of Sao Paulo, BR

 MBA - Fundacéo Getulio Vargas, BR

« Executive Coaching - Columbia University, NY, US

* Former Director of ABRACRO (Brazilian CRO Association) as president (2008-
2012) and vice-president (2013-2016)

» Former teacher and coordinator of the Santa Casa Medical School Post Graduation
in Clinical Research (2009-2014)

* Co-Founder and first President of the Clinical Research Alliance Brazil



History of the CRO association impact in Brazil

Foundation Profissionalization Midia shift of PL 200/2015 Continued
8 CROs, local Adminsitrative and point of view Bill proposed by collaboration
and global Technical Senator Ana

Amelia .

2006 2008 2009 2011 2014 2014 2015 2017 2017+

Acknowledement PR Clinical PL progress

By Market, CROs and Ketchum Research Approval in
MOH Alliance the Senate
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ABRACRO - Collaboration examples

« ANVISA
— Collaboration for controlled substances rules for clinical trials
— Debate for the RDC09/2015 implementation
— Discussion and alignment for PK data submission for biossimilars (ongoing)
— Regulatory agenda discussion (2017/2020)
— Alignment meeting with GPAF
— Review of ICH E11 guidance implementation
— DDCM (ANVISA”s NDA) Training — 19/May

« CONEP
— Manual of frequent contingencies
— Real World studies forum/discussion

— 2 Post-trial drug access forum (first open meeting with CONEP / with Harvard
representatives)

— Annual meetings to discuss process, common contingencies and others
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Lessons learned: added value

Regulatory

Clinical
Operations

Contracts
(closed) resources
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Achievements, acknowledgment
and visibility brings value to
CROs, sponsors and regulators.




Lessons learned: Professionalism

Formal vision mission
a nd strategy pin
‘ Clear objectives
Commitment
Monthly contribution, SUCCGSS
sponsors, events
Pegtpgforggﬁ Resources ‘
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Engage all
associated
companies and other
entities




Lessons learned: Change management
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Lessons learned: Change management (cont.)

Kotter's model of change management

Step 1: build sense of urgency

a. Things can be better b.Things will be worse
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Other actions

 Partnership with Post Graduation in Clinical Research with Santa Casa Medical School
in Sao Paulo since 2009

* Clinical research report

* “Premio ABRACRO”

« Open positions and newsletter

« Strong social media presence (3-4 times a week in Linkedin and Facebook)

» Guidelines:
— Post-trial drug access report
— ANVISA Inspection support for trials sites
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Other entities

instituto €W

INTERFARMA

Associacao da Inddstria Farmacéutica de Pesquisa

. ALIANCA s SBMF

Associagdo Brasileira

? ._ : de Medicina Farmacéutica
‘:.,f;__.-s;:':.i'"" PESQUISA CLINICA BRASIL
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Brazilian Regulatory Times — CEC (CONEP)

Deadlines Analysis of Clinical Trials by CONEP (ABRACRO Data)
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Llays

Brazilian Regulatory Times — RA (ANVISA)

Deadlines Analysis of Clinical Tnals by ANVISA (ABRACRO Data)
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B Time for second opinion
B Time tofirst look
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Final message
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